King, Valerie A. 


From: 

Sent: 

To: 

Cc: 

Subject: 


Osborne, Kevin (PMMC Legal) 

Monday, July 08, 2002 6:53 PM 
Oey, Jan 

King, Valerie A.; Roethig, Hans; Nelson, Christopher ( PMMC ) 

RE: Review of protocol and informed consent for the Accord menthol clinical study 


Jan - We will review. We will need to discuss what constitutes a "substantial change" with you once we've reviewed. 

Also, this work obviously needs project agreements{s). Pis. contact Chris re steps. I assume you all will ask Parexcel to 
draft initially but pis. confirm. These must be completed and executed as soon as practical. 


Chris- pis. fwd. to A&P tomorrow, with a request consistent w/ turnaround time. We can discuss whether to review in 
parallel, thanks 

—Original Message— 

From: Oey, Jan 

Sent: Monday, July 08, 2002 12:31 PM 

To: Osborne, Kevin (PMMC Legal) 

Cc: King, Valerie A.; Roethig, Hans; Nelson, Christopher ( PMMC) 

Subject: Review of protocol and informed consent for the Accord menthol clinical study 

Dear Kevin, 

I am attaching a protocol, protocol attachment, and an informed consent for your review. 

Since the study design is the same as that of the other short term Accord study, a word-for-word comparison of 
protocols has been made and checked for consistency. This comparison is also attached. 

But, this comparison cannot be done for the informed consent because each Investigational Review Board (IRB) 
requires a specific format. Needless to say, we have checked it for consistency with previous informed consents. 

PAREXEL in Baltimore has a window set for this study for September 3 to 26. The next one is mid November to mid 
December, which would be too late to have results for the overall Accord plan. Thus, we must take the September 
window and must submit all documents for IRB review by today. I know it is impossible to have your comments by 
today. Therefore, our plan is to let the documents be submitted today, but to submit substantial changes, it any, in an 
amendment to the IRB at July 29. 

Best regards, 

Jan 

« File: AA01190_03JUL02_ATTACHMENTS_Philip Morris Menthol.doc » « File: AA01190_F1_03JUL02_Philip 
Morris^Menthol Accord 10 Day,doc » 

« File: Protocol Compare Menthol v JLI Short Term.doc » « File: PhilipMorrislCF070502.doc » 
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Source: https://www.industrydocuments.ucsf.edu/docs/lkmx0001 




